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NON-CONFIDENTIAL SUMMARY OF SAFE'I'Y AND EFFECTIVENESS 

SteriTite Rigid Stcrilkntlion Container System with FlashTitc valve plnte(s) and MediTrby Products 

Mmrr facturer: Case Mcdical. lnc. 
Date Summary Prepared: May 6,2003 
Device trade or proprietary name: ,StwiTite@ container wilh FhshTire valve plate(s) and MediTray 

Produc1.s 
Device Common/ usual mame: Sterilization, rigid rcusablc case. 
Establishment rcgistra tion number: 2245608 
Classification name: 
Clnss of Device; 
Predicate for Flash Sterilization: 

Predicate for McdiTray Products: 
Official contact: 

iNTENDED USE: 

IEVICE DESCRTPTION: 

Sterilization Wrap 
Class II device, product code 8OT;RG 
SteriTits $3 previoidy cleared under K960 73 8 & K9 7463 8. 
17lrrshPuR K871202, FlashGuardKS416G9 
Stcrilizution Camettes, K962545 
Marcia Frieze, CEO, 20 1-3 13-1999 ext. 225 

The SteriTite" containcrs with FlashTite" valve plate(s) arc 
intended to be used in conjuncrion with MediTray basic tray for 
the flash sterilization of one instrumcnt or instrument set. 
The SteriTite container system with McdiTray product are 
intended to be used to contain medical devices fbr steam 
sterilization. The full line of MediTmy products is intended for 
complex customiwtion in pre-vacuum steam sterilization. 
MediTray basic trays are intended to be used in the sealed 
coiitaher for sterilization in stcani pre-vacuum and gravity 
sterilization. MediTray products m a y  bc used separately for 
sterilization when wrapped in FJ3A cleared msdical grade 
wrappers. 
Thc MediTray produds iticlude casdtriys with lid and base, 
insen boxes, cassettes, trays, baskets, instrument racks, silicone 
mats, brackets, posts, and partitions. 

The SteriTite@ container system consists of the SteriTite line of 
rigid reusable containers with an addiLiona1 option of a FlasliTite 
valve plate(s). The line fcatutes an assortment of container 
dcsigiis and sizes. 
The MediTray product line includes instrument baskets, trays, 
and casdtrays (incorporating a lid and base), or*gauizing insert 
boxcs, cassettes, trays, baskets, instrumen1 rxks, silicone mats, 
brackets. posts, and partitions designed to contain nlcdical 
devices within sealed containers nt to be wrapped. 
SrcriTite ChIitointi's with FlashI'itc valve plaIc(s) arid M tdil'ray 
products may be stnckcd. 

Originators of M d 1 7 l u p  wind Sfm7Tfe '... The Sterilization System of Choice 



Snbstarrl ial cquivalence: 

Summary of testing: 

The Cssc Mcdical, Inc.'s ,S'fc:riTftc@J container with L'lnshTitc! 
valve phte(s) is substantial equivaleiit to thc /%ish& Container 
System by Riley Medical and Fhhguard Container System by 
Sparco Inc. in that the: 

o 
0 

Tntended use is the same, 
Pcrformmce attributes are the  same. 

The Case Medical, Tnc.'s MediTray Products line is substantial 
equivalcnt to the Sterilization Cu,~sdk.s by Sterilization Cassette 
Systems, Inc. in that the: 

o 
u 

Intended use is thc same. 
Performance attributes are the s3me. 

Sterilization Performance studies wcrc conducted at independent 
laboratories for the SteriTite Reusable Rigid Container with 
FlzlshTile valve plate(s). N1 tests were conducted with 
containerized McdiTray as well as McdiTray producLs wrapped. 
All acceptance criteria were met. Results demonstrate that thc 
product is in conipliance with established standards and is 
validated for ils &aided use. 

OriginaWrs of MediTra# mand S f d f e  .... The Stlrilizatlon System of Choice 
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f <$ DEPARTMENT OF HEALTH 8t HUMAN SERVICES Public Health Service 

8 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 MAY - 9 2003 

Ms. Marcia A. Frieze 
CEO 
Case Medical, Incorporated 
65 Railroad Avenue 
Ridgefield, New Jersey 07657-0402 

Re: KO22978 
Trade/Device Name: SteriTiteB Rigid Sterilization Container System 

Regulation Number: 21 CFR 880.6850 
Regulation Name: Sterilization Wrap 
Regulatory Class: I1 
Product Code: FRG 
Dated: February 13, 2003 
Received: February 13,2003 

with FlashTitem valve plate (s) & MediTray Products 

Dear Ms. Frieze: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the 
indications for use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of 
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket 
approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good manufacturing practice, 
labeling, and prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class 111 
(PMA), it may be subject to such additional controls. Existing major regulations affecting 
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In 
addition, FDA may publish further announcements concerning your device in the Federal 
Register. 



Page 2 - Ms. Frieze 

Please be advised that FDA's issuance of a substantial equivalence determination does not 
mean that FDA has made a determination that your device complies with other requirements 
of the Act or any Federal statutes and regulations administered by other Federal agencies. 
You must comply with all the Act's requirements, including, but not limited to: registration 
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if 
applicable, the electronic product radiation control provisions (Sections 53 1-542 of the Act); 
21 CFR 1000-1050. 

This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a 
legally marketed predicate device results in a classification for your device and thus, permits 
your device to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 l), 
please contact the Office of Compliance at (301) 594-4618. Also, please note the regulation 
entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part 807.97). You 
may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free 
number (800) 638-2041 or (301) 443-6597 or at its Internet address 
http://www. fda.gov/cdrhldsma/dsmamain. html 

Sincerely yours, 

Susan Runner, DDS, MA 
Interim Director 
Division of Anesthesiology, General Hospital, 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Infection Control and Dental Devices 

Enclosure 



51O(K) Number: KO22978 

Device Name: Steril'itew Rigid sterilization Conta-her System with FlashTite@ valve plate('$) & 
MediTray Products 

INDICATIONS FOR USE: 

The StariTite@ containers with r;laslil'ite@ ualvc plate(s) are intcnded to be used in conjunction with 
MediTray basic tray for the flash sterilization of one iiistrurnent or instrument set. 

The SteriTile container system with MediTray product are intended to be used to contain niedical devices 
for steam sterilization. The full line of MediTmy product is intended for complex customizotion in pre- 
Vacuum steam sterili7atioa MediTray basic trays are intcnded to be used in the sealed container for 
sterilization jn steam pre-vacuum and gravity sterilization. MediTray products may be used scparntely 
for sterilizarion when wnpped in FDA cleared medical grade wrappers. 

The MediTny products include casehays with lid and base, insert boxes, cassetlcs, trays, baskets, 
instrument ncks, si1 icone mats, brackets, posts, partitions. 

(PT.EASE DO NOT WRITE BELOW THIS LlNE- COJVITNUE ON ANOTHER PAtiE IF NEEDED) 

- .- . 
Concurrelice of CDRH, Office of Dcvict Evaluation (ODE) 

(Division Sign-off) 

Division of Dental, Infetion Control, 

And General Hospital Devices 

5 I O(k) Number-- .- 
Pescription Use OR Ovcr- Thc-Counter LJse 

I/& 
Division of Anesthesiology, General Hospital, 
Infectton Control, Dental Devices 

51 O(k) Number -*, 


